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NPENAPATA: TabneTku, NOKPbITbIe NSIEHOYHOW 06GoNoYKoi, 90 Mr
109029, r. Mocksa ¥
ABTOMOGHALHLI HOMEP CEPUW: DO3060425
npoesg, 4.6, OATA NMPON3BOACTBA: | 16.04.2025
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XPAHEHUE: Mpu TemnepaTtype He Bbilwe 25°C.
Ne HaumeHosaHue TpeboBanua HL PesynbTaThl aHanu3a
n/n nokasarens P Y
1. | ONUCAHUE BusyanbHbii. [BoskoBbINyKNbIE Tabnetku | [ABoskoBbINyKNble  TabneTkn . AGNOKOBWAHOM
ADNOKOBMAHOV  (POPMbI,  MOKPLITHLIE  NJIEHOYHOW | (DOPMbI, MOKPBITbIE NAEHOYHOW  oBonoukon
obonoukoi Genoro useTa, ¢ rpaBupoBkoil «98» Ha | Genoro uBeTa, ¢ rpaBUPOBKON «98» Ha OAHOM
OZHOW CTOpPOHE N «J» Ha ApYroi. CTOPOHE U «J» Ha APYron.
Ha nonepeyHom paspese BuaHbl ABa cnos: aapo | Ha nonepeyHom paspese BUAHLI ABa CNOA: AAPO
noyty 6enoro useta u obosioyka Henoro usera. noutn 6enoro useTa u obonouka 6enoro upeTa.
2. | NOANUHHOCTb BIXX. Bpemsa yaepxuBaHUs OCHOBHOrO Nuka Ha | Bpema yAepXuWBaHWA OCHOBHOrO NuKka Ha
XPOMaTOrpamme MCRbITYEMOro pacTBopa AOMKHO | xpomarorpamme ucneiTyemoro . pacrteopa
COOTBETCTBOBATb BpPEeMEeHU YAEPXUBaHWA OCHOBHOIO | COOTBETCTBYET BpPEMEHU YAEPKUBAHUA
nuka Ha XpomaTorpaMMme CTaHAapTHOrO pacTBopa | OCHOBHOTO nvka Ha Xpomartorpamme
(paspen «KonuyectBeHHOE onpeaeneHue»). cTaHAapTHOro pacreopa.
Y®-cnektpocoTomeTpua. YO-cnekTpbl nornoweHus | Y®O-cnekTpbl nOrnoLweHns MCNBLITYEMOTO
MCMbITYeMOro pactsopa M CTaHAAPTHOTO pacTsopa B | pacTsopa W CTAHAAPTHOro pacTeopa B obnactu
obnactn ot 200 0 400 HM AOMKHBI UMETE MakCUMym | oT 200 Ao 400 HM  KMElOT  MaKCUMyMm
nornoweHus npu 234 1 2 Hm. nornoLeHus npn 234 £ 2 Hm.
3. | CPEAHAA MACCA e PO.
Ot 298,30 50 316,76 mr (307,53 mr = 3 %). 305,66 mr (-0,6%)
PACTBOPEHUE I'®d PO, Yd-cnekrpocoTomeTpus. (101%)
He wmeHee 80 % (Q) or 3asBneHHoro konuvecTsa 100%
3Topukokcnba yepes 30 MuHyT. 100%
102%
101%
102%
99%
5, | POOCTBEHHLIE BIXX.
NPUMECH Mpumece H-ETCRCO1 — He Gonee 0,2 %, He oGHapyxeHo
npumeck H-ETCRCO2 — He Gonee 0,2 %; He obrapyxeHo
€AUHNYHAR HeuAeHTNULMPOBaHHAA NpPUMECk — He 0,05%
6onee 0,20 %;
cymma npumecen — He 6onee 2,0 %. 0,12%
6. | BOOA '® PP, Metopg K. duwepa. o
He G6onee 6,0 %. 2,1%
7. | OAHOPOOHOCTb F® PO, cnocob 2, BAOXX.
DO3UPOBAHKA AV £ 15 % (n = 10), ecnu ycnosue He BbINOAHAETCA,
10 AV £ 15 % (n = 30), n ana 30/30 Tabnetok AVio= 4. 7%
KONUYECTBEHHOE coaepxaHne AeiicTayoWwero o= A7
BELLecTBa JOMKHO HaxoauTLCs B uHTepeane 0,75-M —
1,25-M.
8. | MMKPOBUONOTUYECKAA F® PO, kateropus 3A.
YUCTOTA O6Lwwee uncno aspobHbLIX MUKPOOPraHU3MOB He Gonee 5KOEB1T
10°KOE B 1 1 (Mn);
O6Lyee Yncno ApOoXOKEBLIX U NNECHEBLIX TPUBOB — He Mexee 10 KOEB 1T
Gonee 10°KOE & 1 1 (mn);
Otcytcteue Escherichia coliB 1 r (mn). He obHapy#eHo
9. | KONUMYECTBEHHOE B3XX.
ONPEOENEHUE Ot 85,50 mr go 94,50 wmr (ot 95,0 po 1050 % ot 91,55 mr
3a8BJIEHHONO KONIMYECTBAa) B TabneTke. (101,7%)
10. | YNAKOBKA IMpu npoussodcmee u/unu pacghacoske u yrnakoske Ha | [Mpouzeodcmeo, pacghacoeka U ynakoeka Ha
000 «MAKUN3-O®APMA», Poccusi 000 «MAKN3-®APMA», Poccusi
Mo 7, 10 nnu 14 TabneTok B KOHTYpHyIo AveikoByio | Mo 10 TabneTok B KOHTYPHOW S4YEiKOBOIA
ynakosky u3 nnenkn TMBX/MBAX u conbru | ynakoske w3 nnenkn MBX/MBOX u donbru
aNioMMHUEBON NeYaTHOW MaKUPOBAHHOW WU B | aNOMWHWEBOW NEYaTHOV NAKNPOBAHHOMN.
KOHTYPHYIO ~ AYEMKOBYKD  YNakoBky U3  honbru
xonopHoro opmosanua (MBX-AniomuHuin-OMNA) u
chonbru anioMMHNEBOR NEYATHON NAKUPOBAHHOM. Mo 1 KOHTYPHOW sAYelikoBOt ynakoBke BMECTE C
Mo 1, 2, 3 UM 4 KOHTYPHblEe SAYEAKOBLIE YNAKOBKN | MHCTPYKUMEN NO  NPUMEHEHMI0O B nauky
BMECTe C WHCTPYKUMEA MO TNPUMEHEHWIO B Nayky | KApTOHHYIO.
KaPTOHHYIO.
11. | MAPKUPOBKA Mepsuynas ynakoeka MepsuyHas ynaxoeka
Ha konmypHol auelikoeoll ynakoeke (6riucmepe) Ha | Ha kommypHoll  siyelikoeod ynakoeke Ha
pyccKkom A3bike yKa3asisaiom: TOpProeoe | pycckom A3blKe yKa3aHo: Toprosoe
HauMeHOBaHMe npenapaTta ¢ nNpeayNpeAuTEnbHON | HanmeHoBaHWe npenapata c
MapKupoBKol ®; MeXAyHapoAHOE HENaTEHTOBaHHOE | MPEAYNPEeAUTENbHON MapKUpoBKOM ®;
HauMeHOBaHrWe; NekapcTBeHHYIo thopmy; A03MpOBLY; | MexayHapoaHoe HEeNaTeHTOBaHHOE




®APMA» aaTy NpoOU3BOACTBA HE HAHOCAT); Aarty
MCTEUEHMNA CPOKa FOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHoU nayke Ha PyCCKOM SI3bIKE YKa3bigaiom:
TOproBoe HammeHoBaHue npenapara c
npeaynpesutensHon MapKUPOBKON ®,

MEeXAyHapoAHoe HENaTEeHTOBAHHOE HaMMEHOBaHME;
AO3NPOBKY; HaUMEHOBaHWE OPUAUYECKOro Nuua, Ha
nms KOTOpPOro BblAaHO perucTpaumoHHoe
YAOCTOBEPEHUE, ero CTpaHy; HOMeEp
perncTpauuoHHOro YAOCTOBEPEHUS; noroTun
KOMnaHuu, OCYLLECTBAAIOLLEN NPOABMKEHUE
NIeKapCTBEHHOro npenapara; HaumeHoBaHue
NPEANPUATUA-NPOU3BOAMTENA, €ro aapec (npm
NPOU3BOACTBE Ha 000 «MAKN3-GAPMA»
yKasblBAlOT CTPaHy, T[OPOA); HaMMEHOBaHWe MU
coaepKaHue [EeNCTByIOLero BELecTBa B ORHOM
TabneTke, MOKPLITON  NNEHOMHOW  OBOMOYKON;
konuyecTBo Tabnetok B  ynakoBke;  ycnoBus
XpaHeHns; cnocol NPUMEHEHUA; YCrOBUA OTNYCKA;
npeaynpeautenchHbie  Hagnmew  «MpumensaTe no
HasHaueHuIo Bpauar; «CogepxuT nakTosbl
MOHOMUAPAT»; «XpaHUTb B HEAOCTYNHOM ANA AeTei
MecTe»; hapmakoTepaneBsTUHECKylo Tpynny; LUTPUX-
KOA; HOMEpP Cepuu; Aaty npousBoacTea (npw
npoussoactee Ha OO0 «MAKU3-OAPMA» aaty
NPOW3BOACTBA He HAHOCAT); AaTy WUCTEYeHUs cpoka
rOAHOCTH.

Ha «kapToHHylo nayky moryT ObITb HaHeceHbl
TexHn4yeckue (Npon3BOACTBEHHbIE) Ko bl
(rpacbuyeckne,  OykBeHHble  unu  uMpposbIe),
cthapmkog.

Ha kapmonHOU nayke Ha aHenulicCkom s3bike
yKasbiealom: TOprosoe HaMMeHoBaHMe npenapata c
npeaynpeautensHon MapKUpOBKO#A ®;
MEXMAYHAPOAHOE HERaTeHTOBAHHOE HAMMEHOBAaHME;
AO3VPOBKY;  hapmakoTepaneBTUYECKylo  rpynny;
Konu4ecTBo TabneTok B ynakoske.

Mpu npoussodcmese, ¢hacoske u ynakoeke Ha OO0
«MAKU3-OAPMA»  LONONMHWTENbHO  AOMyCKaeTcs
HaHeceHue cpeacTe naeHTuukaLmum Ans
MOHUTOPUHIA [ BIKEHUSA NEKAPCTBEHHBIX NPENapaTos,
B TOM uucne rnobGanbHOro uAEHTUNKALUOHHOTO
HOMepa TOProBOM eAWHUUBI W  UHAWBMAYANBbHOrO
CEepUNHOrO HOMEpPa TOProBOik €AUHULIbI.
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HauMEHOBaHWE  IOPUAMYECKOrO NALA, Ha WMS | HaUMEHOBaHWe;  nekapcTeBeHHas  (hopMa;
KOTOPOro BblfaHO PErnCTPaLUMOHHOE YAOCTOBEPEHNE; | AO3UPOBKA;  HAUMEHOBAHUE  KOPULUYECKOTO
MoroTUN KOMMAHUM, OCYLUECTBRALLEN NPOABMKEHUE | Nuua, Ha nms KOTOpOro BblgaHo
NexapcTBEHHOTO nNpenapaTa; HOMep Cepuu; AaTy | perucTpauuoHHOe YAOCTOBEPEHWE;  NoroTun
npoussogctBa (npn cacoske Ha OO0 «MAKU3- | kOMnaHWK, OCYLLUECTBAAIOLIEN nNPOABWKEHNE

NekapcTBEHHOrO npenapaTta; HOMEp Cepuu;
AAaTa UCTEYEHUA CPOKA FOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nauyke Ha pyCcCKOM. 5i3bike
yKa3aHo: TOpProBoe HauMmeHoBaHue npenapara ¢

npegynpeauTensHon MapKUPOBKOM ®;
MeXAYyHapoaHoe HenaTeHToBaHHoe
HauMEHOBaHWe; AO3MPOBKA;, HAUMEHOBaHWe

OPUANMECKOrO UL, Ha UMA KOTOPOro BblAaHO
perncTpauuoHHOe yA0CTOBEPEHUE, Ero CTpaHa;
HOMEP  PErncTPaLMOHHOrO  YAOCTOBEPEHUS;
norotun KomnaHuu, ocyujecTansowein
NPOABWXEHWE  JIeKApCTBEHHOrO  Mpenapara;
HaumMeHOBaHWe npeanpUATUA-NPON3BOAUTENS,
ero CTpaHa, Tropoj; HaMMeHoBaHue U
COAEpXKaHue SEeNCTBYIOLLETO BELLECTBA B O4HOW
TabneTke, MOKPLITOA NAEHOYHON OGONOYKOMN;
konuyecTBo TabrneTok B YynakoBke; YCMOBWA

XpaHeHusi, Ccnocob MpUMEHEHWUs; YCnosus
oTnycka; npeaynpeuTensHble Hagnucu
«MpUMeHsATL MO Ha3HayeHuio ; Bpayay;
«CoAEPKUT NAKTO3b! MOHOMUAPAT»; «XPaHUTb B
HEAOCTYNHOM Ans neveit mecTe»;

hapmakoTepaneeTMyeckan rpynna; LTpux-Kof;
HOMED cepun; paTa ucTeveHna cpoka roqHoCTH.

Ha xapToHHyl0 nayky HaHeceHbl TeXHU4EcKue
(nponssoacTBEHHbIE)  KOABlI  (rpadmueckue,
GykBeHHble u UndpoBble), hapMKoA.

Ha kapmorHOU nayke Ha aHanuliCKOM SI3biKe
yKa3aHO: TOProBoe HaumMeHoBaHWe npenapara ¢

npeaynpeauTesnibHon MapKUPOBKON ®;
MEXAYHapoAHOe HenaTeHToBaHHoe
HauMeHoBaHue,; L 03MPOBKa;

chapmakoTepaneBTU4eCkasa rpynna; Konv4ecTeso
TabneTok B ynakoBKe.

lMpoussodcmeo, ghacoska u ynakoska Ha OO0
«MAKN3-OAPMA» AONONHUTENBHO HaHEeCeHbl
CpeAcTBa WAEHTMAUKALMW ANS MOHUTOPUHTA
ABWXEHUA NEKapPCTBEHHbLIX NpenapartoB, B TOM
uncne rnobanbHOrO  UASHTUPUKALMOHHOTO
HOMepa Toprosou eAVRNLB! n
WHAWBWAYaNEHOTO CEPUNHOTO HOMEpa TOProsoM
€ANHNLBI.
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